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Pesticide  Programs. 

ACTION:  Agency’s  plan  for  carrying 
out  the  Federal  Pesticide  Act  of  1978, 
and  solicitation  of  views. 

SUMMARY:  On  September  30.  1978. 
the  President  signed  Into  law  the  Fed¬ 
eral  Pesticide  Act  of  1978  (Pub.  L.  95- 
396,  92  Stat.  819)  amending  the  Feder¬ 
al  Insecticide,  Fungicide,  and  Rodentl- 
clde  Act  (FIFRA),  7  U.S.C.  136  et  seq. 
This  notice  summarizes  the  changes 
these  new  amendments  will  effect  In 
the  FIFRA,  and  the  Agency’s  general 
plan  and  timing  for  Implementing 
them.  Any  comments  on  the  Agency’s 
general  approach  In  addressing  Issues 
and  Implementation  plans  are  Invited. 

DATES:  Comments  on  this  notice 
should  be  submitted  by  February  21. 
1979. 

ADDRESS;  Address  all  comments  to 
Federal  Register  Section.  Program 
Support  Division,  (’rS-757).  Office  of 
Pesticide  Programs  EPA,  401  M  Street. 
SW.,  Washington,  D.C.  20460.  Com¬ 
ments  received  will  be  available  for 
public  Inspection  in  Room  E-401.  Wa¬ 
terside  Mall  East  Tower,  401  M  Street, 
SW..  Washington,  D.C. 

FOR  FUR’THER  INFORMATION 
CONTACT: 

Ms.  Susan  H.  Sherman.  Chief.  Exter¬ 
nal  Affairs  Unit  (TS-766),  (see  mail¬ 
ing  address  above),  telephone  202/ 
775-8020. 

SUPPLEMENTARY  INFORMATION: 
The  following  Information  describes 
the  legislative  history  of  the  Federal 
Pesticide  Act  of  1978,  the  legislation 
itself,  and  a  sectlon-by-sectlon  imple¬ 
mentation  plan. 

Legislative  History 

In  March  of  1977,  the  Administrator 
of  EPA  testified  before  the  House 
Committee  on  Agriculture  and  the 
Senate  Committee  on  Agriculture,  Nu¬ 
trition,  and  Forestry  that  the  pesticide 
registration  and  reregistration  pro¬ 
gram  was  in  need  of  modification  and 
streamlining,  requiring  statutory 
amendment  as  well  as  administrative 
changes.  The  Administration  shortly 
thereafter  presented  for  the  Commit¬ 
tees’  consideration  a  proposed  bill  in¬ 
tended  to  significantly  alter  the  pesti¬ 
cide  law.  The  objectives  of  the  Admin¬ 
istration  bill  were  to  provide  greater 
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flexibility  to  the  Agency  in  regulating 
pesticides,  eliminate  inequitable  as¬ 
pects  of  the  registration  process,  and 
provide  a  framework  for  a  simpler, 
more  focused  registration  and  reregis¬ 
tration  program.  ’These  issues  were  ex¬ 
plored  in  testimony  by  EPA,  the 
States,  the  pesticide-producing  indus¬ 
try,  farm  and  other  user  organizations, 
and  environmental  groups  during 
hearings  held  in  the  spring  and 
summer  of  1977. 

On  July  29.  1977,  the  Senate  passed 
S.  1678,  a  comprehensive  bill  designed 
to  remedy  the  problems  identified  by 
the  Administration  and  the  other  par¬ 
ties  who  presented  views.  The  House, 
after  holding  further  hearings,  passed 
H.R.  8681  on  October  31.  1977.  The 
House  bill  contained  some  of  the  same 
basic  elements  of  the  Senate  bill  (al¬ 
though  treating  some  of  the  issues  dif¬ 
ferently)  and  added  other  unique  pro¬ 
visions.  A  Conference  Committee  con¬ 
vened  in  April  1978  and  issued  a  Con¬ 
ference  Report  on  September  12.  1978. 
The  Conference  bill  was  adopted  by 
the  Senate  on  Septemberr  18.  1978,  by 
the  House  on  September  19,  1978,  and 
was  signed  into  law  on  September  30. 
1978. 

Description  of  the  Legislation 

’The  FIFRA  has  been  the  primary 
vehicle  for  regulating  pesticides  since 
1947.  Unitl  1972,  the  law  was  focused 
on  the  proper  labeling  of  pesticide 
products  shipped  in  interstate  com¬ 
merce.  In  1972,  however.  Pub.  L.  92- 
516  strengthened  the  law  considerably, 
changing  it  from  a  labeling  law  to  a 
comprehensive  regulatory  statute.  ’The 
1972  amendments  reflected  the  public 
concern  about  potential  adverse 
health  impacts  of  pesticides  only  then 
becoming  apparent,  the  need  to  ade¬ 
quately  assess  the  ’’reasonableness"  of 
the  risks  posed  by  these  products  and 
to  permit  continued  sale  and  use  of 
those  products  foimd  to  not  pose  un¬ 
reasonable  risks.  Pub.  L.  92-516 
charged  EPA  with  the  responsibility 
not  only  for  requiring  adequate  pre¬ 
market  data  review  of  new  products, 
but  also  for  reexamining  previously 
registered  products,  and  reregistering 
those  which  continue  to  meet  today’s 
safety  standards. 

The  Agency  encountered  numerous 
obstacles  in  attempting  to  carry  out 
the  registration  responsibilities  im¬ 
posed  by  the  1972  law.  Registration 
came  to  a  near  standstill  due  to  on¬ 
going  litigation  over  use  of  one  compa¬ 
ny’s  data  by  another,  and  because  for 
many  products  data  sufficient  to  meet 
today’s  data  requirements  have  not 
yet  been  generated.  At  the  same  time, 
however,  the  law  allowed  earlier-regis¬ 
tered  products,  identical  to  those  for 
which  registration  is  now  sought,  to 
remain  on  the  market  pending  reregis¬ 
tration,  giving  rise  to  a  ’’double  stand¬ 


ard”  among  manufacturers  of  like 
products.  The  new  legislation  recog¬ 
nizes  and  remedies  the  inequities  of 
the  present  system,  and  peix^ts  some 
far-reaching  changes  in  the  registra¬ 
tion  program  which  will  simplify  the 
regulation  of  pesticides  in  this  coun¬ 
try. 

The  new  law  incorporates  several  im¬ 
portant  features  considered  by  the  Ad¬ 
ministration  and  Congress  to  be  laud¬ 
able  goals  of  contemporary  environ¬ 
mental  legislation: 

•  Regulatory  reform— lessening  bur¬ 
dens  on  the  private  sector  and  simpli¬ 
fying  the  regulatory  process; 

•  Decision  making  in  the  ’’sun¬ 
shine"— making  the  Agency’s  informa¬ 
tion  base  accessible  to  the  public:  and 

•  Direction  of  resources  to  highest 
priority  health  and  safety  questions. 

1.  Registration.  Several  major  provi¬ 
sions  of  the  legislation  significantly 
affect  the  registration  process.  These 
provisions  authorize  EPA  to: 

•Issue  conditional  registrations,  to 
expedite  the  registration  process,  and 
give  the  Agency  and  the  industry 
greater  flexibility  in  fulfilling  data  re¬ 
quirements. 

^Develop  generic  pesticide  standards 
for  each  pesticide  active  Ingredient  en¬ 
compassing  all  of  its  approvable  for¬ 
mulations  and  uses.  The  Agency  in  the 
future  wLU  adopt  a  chemical-by-chemi- 
cal  approach  to  registration  rather 
than  the  current  product-by-product 
approach. 

•Classify  registered  pesticides  for  re¬ 
stricted  use  by  regulation  prior  to  full 
reregistration. 

•Waive  the  finding  of  efficacy,  re¬ 
ducing  data  requirements  to  industry, 
allowing  the  marketplace  to  determine 
efficacy,  and  allowing  the  Agency  to 
devote  its  limited  resources  primarily 
to  the  assessment  of  health  and  safety 
questions. 

The  Agency  plans  to  review  all  pesti¬ 
cides  currently  on  the  market  chemi¬ 
cal-by-chemical  over  the  next  10-15 
years,  and  to  develop  a  generic  stand¬ 
ard  (basically  a  profile  of  formulations 
and  uses  which  the  Agency  has  deter¬ 
mined  will  not  pose  unreasonable  ad¬ 
verse  effects  dn  humans  or  the  envi¬ 
ronment)  for  each  pesticide  active  in¬ 
gredient.  This  process  involves  the 
review  and  validation  of  all  data  in 
EPA  files,  the  identification  and  filling 
of  data  gaps  by  registrants,  and  the 
reregistration  of  currently  registered 
products  which  are  approvable  under 
the  standard.  Conditional  registration 
will  imder  sections  3(c)(7)  (A)  and  (B) 
serve  as  a  bridge  to  generic  standards 
involving  ’’old”  chemicals  over  a  10-15 
year  period.  In  other  words,  a  product 
will  be  conditionally  registered  until 
the  generic  standard  for  its  active  in¬ 
gredient  is  developed,  after  that  time, 
it  will  be  reregistered  unconditionally 
if  it  is  in  compliance  with  the  new 
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standard.  Conditional  registration  will 
be  used  after  a  standard  is  developed 
only  when  the  Administrator  imposes 
a  new  data  requirement  in  order  to 
allow  applicants  an  appropriate 
amount  of  time  to  meet  the  new  re¬ 
quirement. 

Under  section  3(c)(7KC)  of  the  Act 
EPA  is  also  authorized  to  issue  condi¬ 
tional  registrations  for  new  chemicals 
under  certain  special  circumstances. 
These  include  cases  where  the  early 
registration  is  in  the  public  interest  as 
a  substitute  for  an  RPARed  or  can¬ 
celled  pesticide,  would  provide  control 
for  a  pest  now  having  no  adequate 
control  or  would  provide  other  socially 
beneficial  effects. 

An  important  change  in  thrust  of 
the  registration  program  expressed  by 
the  Administration  during  the  legisla¬ 
tive  process  is  the  rejection  of  a  piece¬ 
meal  approach  to  data  consideration 
for  individual  registration  actions, 
which  wastes  both  Agency  resources 
and  applicant  effort.  This  change  in 
philosophy  underlies  both  the  generic 
standards  (reregistration)  program 
and  the  conditional  registration  pro¬ 
gram.  The  Agency  will  use  all  relevant 
data  available  in  establishing  generic 
standards.  The  standard  will  not  be 
based  on  one  item  of  data,  or  five 
items  of  data  or  any  particular  pieces 
or  combinations  of  individual  items  of 
data— it  will  be  based  on  aU  data  re¬ 
viewed  by  the  Agency  which  is  perti¬ 
nent  to  a  finding  of  no  unreasonable 
adverse  effects.  The  legislative  history 
provides  added  incentive  to  adopt  this 
course  by  endorsing  the  Agency’s  pro¬ 
posal  to  validate  data  only  once  for 
each  chemical  rather  than  on  a  prod¬ 
uct-by-product  basis. 

As  the^gwicy  explained  in  Congres¬ 
sional  testimony,  it  has  no  intention  of 
examining  the  existing  data  base  on  a 
chemical  in  reaching  conditional  regis¬ 
tration  decisions,  for  product  uses  sim¬ 
ilar  or  identical  to  currently  registered 
products.  Comprehensive  review  of 
this  data  base  will  occur  systematical¬ 
ly  with  the  establishmentof  generic 
standards.  Therefore.  EIPA  will  be  im¬ 
plicitly  relying  on  what  is  already 
known  (i.e..  the  existing  decision  base) 
about  pesticides  now  on  the  market  in 
granting  conditional  registrations; 
only  new  data  in  support  of  a  new  use 


or  a  new  chemical  will  be  actually  re¬ 
viewed  and  scientifically  assessed. 

This  approach  to  data  consideration 
will  effect  changes  in  the  registration 
process.  In  the  long  run.  it  will  result 
in  simpler,  more  efficient  procedures 
for  re^trants  who  apply  for  registra¬ 
tion  imder  an  established  generic 
standard,  and  increased  saving  of 
EPA’s  time  and  resources  since  it  will 
make  health  and  safety  decisions  once 
for  each  chemical  rather  than  hun¬ 
dreds  of  times  over  for  individual  ap¬ 
plications.  The  Agency  envisions  in 
the  future— after  the  data  base  has 
been  validated,  data  gaps  have  been 
filled,  and  generic  standards  estab¬ 
lished— a  system  under  which  (in  most 
cases)  an  applicant  will  certify  that  his 
product  is  in  conformance  with  the 
standard,  will  submit  only  limited 
product— specific  data,  and  will  certify 
that  he  has  taken  the  appropriate 
steps  to  comply  with  the  data  compen¬ 
sation  provisions  of  the  Act.  Appli¬ 
cants  will  need  to  submit  substantial 
data  only  when  they  propose  new  uses, 
new  chemicals  or  other  deviations 
from  the  established  standard. 

In  the  short  run.  this  approach 
means  that  we  expect  to  change  the 
data  citation  and  compensation  proce-' 
dures  (discussed  in  detail  below)  which 
may  cause  some  initial,  temporary 
confusion.  Because  the  Agency  is  rely¬ 
ing  on  its  “institutional  knowledge” 
about  pesticides,  based  on  all  data  al¬ 
ready  in  the  files,  rather  than  raising 
on  individual  ad  hoc  review  of  discrete 
items  of  data,  we  are  proposing  that 
applicants  for  conditional  registration 
must  rely  on  (and  offer  to  pay  for)  all 
items  of  data  in  Agency  files  pertinent 
to  the  active  ingredient  contained  in 
the  product  for  which  registration  is 
sought,  if  those  data  are  the  kinds  of 
data  required  under  today’s  criteria  to 
support  the  initial  registration  of 
such  a  product.  These  procedures  are 
contained  in  draft  conditional  registra¬ 
tion  regulations  now  out  for  public 
review.  During  the  interim  three  op¬ 
tions  are  available  to  the  registrant 
which  are  detailed  in  PR  Notice  78-5, 
issued  on  December  8,  1978.  In  any 
case,  the  universe  of  data  for  which 
any  registrant  must  actually  pay  com¬ 
pensation  is  limited  by  three  primary 
factors:  (1)  The  1970  cut-off  date  for 


compensation  in  the  statute;  (2)  the 
Agency’s  waiver  of  efficacy  data  re¬ 
quirements  for  many  use  patterns;  and 
(3)  the  separation  between  data  on 
technical  active  ingredients  and  for¬ 
mulated  products  for  compensation 
purposes.  These  factors  are  discussed 
in  the  following  section  and  in  number 
2  below. 

2.  Data  Sharing  and  Disclosure.  The 
degree  of  control  over  data  any  regis¬ 
trant  should  be  allowed  to  maintain 
after  the  data  are  submitted  to  EPA  to 
support  a  pesticide  registration  was  a 
major  issue  in  developing  the  new  leg¬ 
islation. 

The  two  principal  concepts  discussed 
by  the  Conferees  were:  (1)  Compensa¬ 
tion  for  data  (registrants  who  rely  on 
data  submitted  by  another  must  pay 
the  submitter  compensation  for  use  of 
that  data)  and  (2)  exclusive  use  of  data 
(data  submitter  has  the  right  to  allow 
or  deny  use  of  data  by  other  regis¬ 
trants.  at  his  discretion).  The  compro¬ 
mise  struck  by  the  Conferees  combines 
part  of  each  of  these  concepts. 

The  new  law  provides  for  compensa¬ 
tion  for  data  for  a  period  of  15  years 
after  submission  for  active  ingredients 
in  already-registered  pesticides  (“old” 
chemicals).  That  provision  applies  to 
data  already  in  EPA  files,  and  to  new 
data  which  will  be  required  by  EPA  in 
the  future  to  maintain  registrations  of 
“old”  active  ingredients  (“defensive 
data”).  The  compensation  requirement 
does  not  apply  to  data  submitted  prior 
to  1970  (nor  did  it  under  the  prior 
law). 

The  Federal  Pesticide  Act  further 
provides  that  data  pertaining  to  a  pes¬ 
ticide  containing  a  new  active  ingredi¬ 
ent  in  a  product  first  registered  after 
September  30.  1978,  will  be  entitled  to 
exclusive  use  protection  for  10  years 
after  the  date  of  initial  registration. 
Any  data  supporting  new  uses  of  such 
new  active  ingredients  will  enjoy  what¬ 
ever  period  of  exclusive  use  is  still  in 
effect  from  the  initial  registration.  Ex¬ 
clusive  use  will  in  no  case  apply  to  de¬ 
fensive  data. 

Any  disputes  between  registrants 
over  the  amount  of  compensation  will 
be  resolved  by  binding  arbitration 
under  the  rules  of  the  Federal  Media¬ 
tion  and  Conciliation  Service.  The  old 
PIPRA  provided  that  the  EPA  Admin- 
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istrator  would  decide  such  disputes  by 
formal  adjudication  with  opportunity 
for  court  review. 

A  new  concept  in  cost  sharing  is  also 
introduced  by  the  Federal  Pesticide 
Act  of  1978.  Some  of  the  data  required 
for  registration  are  generated  by  tests 
on  the  active  ingredient  or  technical 
product  alone,  while  others  are  con¬ 
ducted  with  the  pesticide  product  as 
formulated.  The  new  cost  sharing  con¬ 
cept  recognizes  this  fact  by  assigning 
costs  of  data  on  active  (technical)  in¬ 
gredients  to  registrants  of  such  ingre¬ 
dients  and  costs  of  data  on  formulated 
products  to  registrants  of  formulated 
products.  In  other  words,  compensa¬ 
tion  will  operate  horizontally  between 
registrants  competing  at  the  same 
market  level,  not  vertically  between 
registrants  at  different  maiiiet  levels. 
The  Act  specifies  that  formulators 
(who  purchase  registered  active  ingre¬ 
dient  chemicals  for  use  in  making  end- 
use  products)  will  not  have  to  pay  sep¬ 
arate  compensation  to  producers  of 
the  active  ingredients  for  data  con¬ 
cerning  the  safety  of  the  active  ingre¬ 
dients,  beyond  that  amoimt  of  com¬ 
pensation  implicit  in  the  price  of  pur¬ 
chased  technical  materials.  This  provi¬ 
sion  should  reduce  the  administrative 
and  financial  problems  of  formulators 
who  no  longer  will  be  obliged  to  sepa¬ 
rately  compensate  producers  of  active 
technical  ingredients  for  use  of  their 
expensive  long  term  safety  testing 
data  submitted  to  EPA. 

The  law  also  clarifies  the  degree  to 
which  data  underlying  Agency  regula¬ 
tory  decisions  should  be  accessible  to 
the  public.  It  reflects  the  agreement  of 
the  Administration  and  the  Congress 
that  most  data  underlsring  EPA's  deci¬ 
sions  on  pesticide  regulation  should  be 
routinely  available  to  the  general 
public,  so  they  can  review  Agency  deci¬ 
sions.  Bona  fide  trade  secrets,  howev¬ 
er,  such  as  confidential  formula,  man¬ 
ufacturing  process,  quality  control 
processes,  and  production  and  sales 
data,  will  not  be  routinely  releasable 
to  the  public.  (These  data  can  be  dis¬ 
closed  in  certain  circumstances,  if  pro¬ 
cedural  safeguards  are  followed.) 

The  Act  also  provides  that  repre¬ 
sentatives  of  multinational  pesticide 
producers  will  not  have  access  to  data 
otherwise  available  to  the  public.  This 
prohibition  was  introduced  because 
Congress  was  concerned  about  the 
impact  of  use  of  data  overseas  on  in¬ 
ternational  competition,  when  com¬ 
pensation  provisions  would  not  per¬ 
tain.  However,  data  pertaining  to  a 
pesticide  which  is  the  subject  of  an  in¬ 
tensive  public  review  proceeding  (e.g., 
rebuttable  presiunption  against  regis¬ 
tration.  suspension,  or  cancellation) 
will  be  accessible  to  multinational 
companies  in  order  to  assure  complete 
public  accessibility  to  the  data,  and  in 
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order  to  permit  such  companies  to  par¬ 
ticipate  in  the  proceedings. 

3.  State  responsiltUities.  The  Federal 
Pesticide  Act  provides  additional  flexi¬ 
bility  and  authority  to  States  in  two 
areas;  State  registrations  for  special 
local  needs,  and  primary  use  enforce¬ 
ment  authority.  The  States  played  a 
very  active  role  in  the  legislative  proc¬ 
ess,  and  the  amended  Act  provides  ex¬ 
panded  responsibilities  for  States  in 
permitting  uses  of  pesticides  and  en¬ 
suring  their  proper  use  within  State 
boimdaries. 

4.  Other  changes.  The  new  legisla¬ 
tion  defines  “use  inconsistent  with  the 
label";  imposes  new  requirements  on 
exporters  of  pesticides  cancelled  or 
never  registered  in  the  United  Stat^ 
mandates  the  priority  reregistration  of 
food  use  pesticides  insofar  as  practica¬ 
ble;  confirms  the  Agency  authority  to 
certify  applicators  in  States  without 
approved  plans;  directs  the  Agency  to 
consider  restriction  of  a  pesticide  as  an 
alternative  to  cancellation;  requires  an 
agricultural  impact  statement  for  any 
regulations  promulgated  imder  the 
Act;  directs  EPA  to  work  with  USDA 
in  developing  a  list  of  agricultiuul 
pests;  requires  an  annual  report  on 
conditional  registrations  issued  over 
the  previous  year;  and  directs  the 
Agency  to  conduct  special  studies  on 
ultra-low-volume  pesticide  applica¬ 
tions;  minor  use  pesticides,  and  the 
possibility  of  charging  fees  for  pesti¬ 
cide  registrations. 

Description  of  Each  Section  and 
Implementation  Plan 

Most  of  the  provisions  of  the  Feder¬ 
al  Pesticide  Act  of  1978  are  immediate¬ 
ly  effective.  Plans  to  issue  regulations 
to  further  define  Administrative  pro¬ 
cedures  which  are  not  clear  under  the 
statute  or  as  required  by  the  statute 
are  noted. 

The  Administrative  Procedure  Act,  5 
U.S.C.  552-553,  requires  that  Agency 
rules  of  general  applicability  and 
future  effect  be  published  in  the  Fed¬ 
eral  Register.  Thus,  when  the  Agency 
determines  that  in  the  future  it  will 
implement  a  provision  of  FIFRA  in  a 
certain  uniform  manner,  it  will  pub¬ 
lish  an  explanation  of  its  intended 
manner  of  implementing  the  Act  as  a 
rule  or  general  policy  statement,  as  ap¬ 
propriate.  Additionally,  various 
changes  in  existing  Agency  regulations 
will  be  necessary  to  conform  the  regu¬ 
lations  to  the  new  provisions  of 
FIFRA.  Regulations  will  be  promul¬ 
gated  in  accordance  with  Executive 
Order  12044,  with  opportunity  pro¬ 
vided  for  public  comment  and  partici¬ 
pation. 

A  description  of  each  section  of  the 
Federal  Pesticide  Act  and  a  discussion 
of  the  Agency  implementation  plans 
follow. 


1.  Definitions  (effective  immediate¬ 
ly;  amendment  to  §7  regulations  to 
follow). 

Section  1  of  the  new  amendments 
defines  for  the  first  time  the  phrase, 
“to  use  any  registered  pesticide  in  a 
mannei'  inconsistent  with  its  labeling.” 
as  meaning  any  use  not  permitted  by 
labeling  with  the  exception  of  four 
specific  use  practices  as  well  as  any 
uses  otherwise  authorized  by  other 
sections  of  the  Act.  and  permits  the 
Administrator  to  find  other  uses  “con¬ 
sistent"  which  are  not  in  literal  accord 
with  the  label.  It  is  the  Agency’s  view 
that  this  definition  is  effective  imme¬ 
diately.  and  does  not  require  imple¬ 
menting  regulations.  EPA  will  publish 
a  Federal  Register  notice  formally  re¬ 
scinding  those  Pesticide  Enforcement 
Policy  Statements  (PEPS)  which  were 
rendered  obsolete  by  the  new  law.  In 
addition,  the  Agency  plans  to  develop 
regulations,  to  be  published  in  the 
Federal  Register  establishing  proce¬ 
dures  for  declaring  other  uses  which 
are  not  in  literal  accord  with  labeling 
in  the  future  to  be  "consistent”  with 
the  purposes  of  the  Act. 

The  new  legislation  also  specifies 
that  an  applicator  of  pesticides  who 
follows  label  directions  and  applies 
registered  pesticides  as  a  sendee  to 
control  pests  is  not  a  seller  or  distribu¬ 
tor  of  pesticides,  changes  the  defini¬ 
tion  of  “commercial  applicator,”  and 
clarifies  the  term  “producer.”  Because 
these  are  but  three  of  several  sections 
affecting  certain  applicators,  a  concise 
description  of  all  changes  in  this  area 
should  be  clearer  than  piecemeal  at¬ 
tention.  That  discussion  is  fovmd  in 
number  17  below. 

Section  I  of  the  new  amendments 
also  amends  the  definition  of  “Estab¬ 
lishment”  in  the  Act  to  include  “any 
place  where  a  pesticide  or  device  or 
active  ingredient  used  in  producing  a 
pesticide”  (new  words  italicized).  This 
new  definition  will  require  a  change  in 
the  §7  regulations.  “Registration  of 
Establishments.” 

Two  other  changes  in  definitions 
concern  exporters  of  pesticides  and 
ultra-low-volume  pesticide  application, 
which  will  be  discussed  in  numbers  18 
and  27  below  respectively. 

2.  Use  of  data  (effective  immediately, 
regulations  to  follow). 

(a)  Compensation  and  exclusive  use. 
Section  2  of  the  new  legislation 
amends  §3(cKI)(D)  of  the  FIFRA  to 
specify  how  data  submitted  by  one 
registrant  can  be  used  for  registration 
purposes  by  subsequent  applicants. 
The  general  scheme  envisioned  by  the 
amendments  (i.e..  15  years  of  compen¬ 
sation  from  the  date  of  submission  of 
data,  and  10  years  of  exclusive  use 
from  the  date  of  first  registration  of 
future  new  pesticides  containing  new 
active  ingredients)  has  been  discussed 
above. 
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Draft  3(cKlKD)  regulations  have 
been  publicly  available  since  October 
5.  1978,  and  have  been  discussed  in  a 
public  meeting  November  6.  7.  and  8  in 
Washington.  The  Agency  plans  to 
issue  final  regulations  by  February 
1979  in  conjunction  with  the  regula¬ 
tions  implementing  conditional  regis¬ 
trations  (discussed  in  number  6  below). 

The  new  procedures  dealing  with 
compensation  and  exclusive  use  are  ef¬ 
fective  now,  and  will  be  clarified  in 
regulations.  Thus,  for  all  registrations 
issued  after  September  30,  1978,  regis¬ 
trants  must  comply  with  the  compen¬ 
sation  and  exclusive  use  portions  of 
the  Federal  Pesticide  Act  of  1978.  This 
means  that  in  addition  to  furnishing 
to  EPA  a  statement  offering  to  pay 
reasonable  compensation  when  appli¬ 
cable  as  in  the  past,  applicants  must 
also  write  directly  to  the  submitters  of 
data  pertinent  to  their  registration, 
and  EPA  must  be  notified  by  the  m>' 
plicant  that  the  data  submitters  have 
been  contacted. 

In  addition,  data  on  a  new  active  in¬ 
gredient  first  registered  after  Septem¬ 
ber  30,  1978,  will  be  entitled  to  10 
years  exclusive  use  from  the  date  of 
the  original  registration,  and  can  be 
used  by  subsequent  iq>plicants  only 
with  the  express  permission  of  the 
data  submitter. 

The  Agency  procedures  for  imple¬ 
menting  compensation  for  data  and 
other  changes  to  the  registration  proc¬ 
ess  which  are  applicable  between  the 
enactment  of  the  new  amendments 
and  the  effective  date  of  regulations  is 
explained  in  detail  in  PR  Notice  78-5, 
available  from  the  Registration  Divi¬ 
sion,  Office  of  Pesticide  Programs 
(TS-767),  EPA,  Washington,  D.C. 
20460. 

(b)  Compensation  disputes.  The  con¬ 
cept  of  required  shari^  of  data  and 
compensation  is  not  new.  The  1972 
and  1975  FIFRA  amendments  pro¬ 
vided  for  reasonable  compensation  of 
owners  of  data  submitted  in  support  of 
product  registration  when  those  data 
were  used  by  subsequent  applicants  to 
support  additional  registrations.  Dis¬ 
putes  over  the  appropriate  amount  of 
compensation  were  to  be  settled  by 
the  Administrator,  and  revlewable  in 
the  court. 

The  new  amendments  substantially 
change  the  procedures  for  settling  dis¬ 
puted  compensation  issues  arising 
from  registrations  issued  after  Sep¬ 
tember  30,  1978.  Henceforth,  disputes 
will  be  resolved  by  binding  arbitration 
under  the  auspices  of  the  Federal  Me¬ 
diation  and  Conciliation  Service.  The 
findings  and  determinations  of  the  ar¬ 
bitrator  shall  be  final  and  conclusive, 
and  not  subject  to  Judicial  review 
except  upon  verified  complaint  of 
fraud,  misrepresentation  or  other  mis¬ 
conduct.  However,  claims  resulting 
from  registrations  issued  prior  to  en- 
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actment  of  the  new  amendments  will 
be  settled  in  accordance  with  the  old 
procedures  unless  the  parties  mutually 
elect  to  use  binding  arbitration  or  oth¬ 
erwise  resoive  their  disputes. 

As  under  the  old  Act,  the  law  directs 
that  the  Agency  need  not  wait  until  a 
compensation  dispute  is  resolved  to 
issue  a  registration  to  an  applicant 
who  has  offered  to  pay  compensation. 
The  Act  provides  that  if  the  Adminis¬ 
trator  determines  that  the  original 
data  submitter  has  failed  to  partici¬ 
pate  in  binding  arbitration  or  failed  to 
honor  the  terms  of  the  arbitration, 
the  submitter  forfeits  his  rights  to 
compensation.  On  the  other  hand,  the 
Act  provides  that  the  Administrator 
shall  deny  or  cancel  the  registration 
without  any  further  hearing  if  the  ap¬ 
plicant  fails  to  enter  into  arbitration 
or  fails  to  honor  an  arbitration  deci¬ 
sion.  In  either  case  EPA  will  advise  the 
party  of  the  intended  action  by  certi¬ 
fied  mail,  and  will  allow  15  days  for  re¬ 
sponse  before  taking  action. 

3.  Minor  uses  (effective  immediately, 
policy  statement  of  current  practice;' 
regulations  as  part  of  guidelines). 

The  new  legislation  directs  the  Ad¬ 
ministrator  to  consider  the  anticipated 
extent  of  use,  pattern  of  use,  and  the 
level  and  degree  of  potential  exposure 
to  the  pesticide  in  determining  appro¬ 
priate  data  requirements  for  registra¬ 
tion.  The  Agency  wUl  review  the  regu¬ 
lations  governing  data  requirements  in 
light  of  this  amendment;  in  the  inter¬ 
im,  EPA  will  issue  a  general  policy 
statement  on  various  aspects  of  the 
minor  use  problem,  including  the  rela¬ 
tionship  of  registration  to  the  toler¬ 
ance  setting  procedures  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act 
(FFDCA),  in  the  Federal  Register  in 
the  next  month.  In  addition,  the 
Agency  wUl  complete  a  report  to  Con¬ 
gress  by  June  30,  1979  (see  number  25 
below)  regarding  the  minor  use  prob¬ 
lem. 

As  a  result  of  these  analyses.  EPA 
may  well  find  areas  where  changes  in 
regulations  are  necessary  and  appro¬ 
priate.  The  most  likely  examples  in¬ 
volve  the  specification  of  data  require¬ 
ments  in  the  Registration  guidelines. 
Regulations  will  be  issued  to  reflect 
such  changes  in  data  requirements  as 
needed. 

4.  Simplified  registration  (Act  man¬ 
dates  regulations  within  9  months;  ex¬ 
emption  for  data  citation  effective  im¬ 
mediately). 

As  noted  above,  one  of  the  innova¬ 
tions  in  the  new  legislation  is  the  con¬ 
cept  of  limiting  direct  compensation 
transactions  according  to  whether 
safety  data  are  generated  on  the  active 
ingredient  or  formulated  product.  This 
provision  is  effective  immedidately, 
and  is  discussed  in  the  data  compensa¬ 
tion  registration  regulations  which  are 
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scheduled  to  be  completed  by  Febru¬ 
ary  1979. 

It  was  also  in  the  context  of  this  lim¬ 
itation  on  compensation  transactions 
that  the  Committees  discussed  the  ge¬ 
neric  iq}proach  to  registration.  As  EPA 
testimony  explained.  “*  *  *  it  has 
become  increasingly  clear  that  we  are 
spending  far  too  much  time  on  individ¬ 
ual  end-use  formulation  applications, 
and  that  the  whole  structure  for  regis¬ 
tration  needs  to  be  focused  primarily 
on  the  chemicals  themselves  rather 
than  thousands  of  individual  applica¬ 
tions  for  products  containing  mixtures 
of  chemicals.  Section  1  of  our  bill 
would  facilitate  that  restructuring.  We 
envision  a  sj^tem  in  which  it  is  the 
technical  material  which  becomes  the 
focal  point  for  registration,  with  the 
bulk  of  the  safety  data  obtained  from 
manufacturing-use,  rather  than  end- 
use.  registrations.”  Section  1  of  the  ad¬ 
ministration  bill— the  “generic  pesti¬ 
cides  standards”  amendment— is  em¬ 
bodied  in  fi4  of  the  Federal  Pesticide 
Act  of  1978.  The  Agency  plans  to  pub¬ 
lish  a  IteERAL  Register  notice  within 
the  next  month  describing  how  EPA 
will  go  about  the  development  of  ge¬ 
neric  standards  and  the  reregistration 
program. 

5.  Efficacy  waiver  (effective  immedi¬ 
ately;  waiver  to  be  stated  in  condition¬ 
al  registration  regulations  preamble; 
amendment  to  S  3  regulations  to  follow 
as  needed.) 

The  new  legislation  allows  EPA  to 
waive  submission  of  efficacy  data  and 
to  register  a  product  without  a  deter¬ 
mination  that  the  pesticide’s  composi¬ 
tion  is  such  as  to  warrant  claims  of  ef¬ 
ficacy.  EPA  sought  this  amendment  in 
order  to  concentrate  limited  Agency 
resources  in  the  health  and  safety 
area,  and  because  efficacy  demonstra¬ 
tions  in  the  laboratory  or  in  field  trials 
do  not  necessarily  remain  valid  for 
very  long,  because  of  regional  climatic 
situations,  crop  production  technology 
changes  and  p^  resistance  factors.  In 
order  to  implement  the  efficacy  waiver 
provision,  the  Agency  will  incorporate 
a  new  efficacy  waiver  policy  in  the 
conditional  registration  regulations 
(see  number  6  below).  As  a  general 
rule,  efficacy  data  will  continue  to  be 
required  in  cases  in  which  a  human 
health  impact  could  result  from  inef¬ 
fectiveness  of  the  product.  The  Con¬ 
ference  Committee  Report  also  gives 
EPA  the  option  of  waiving  review  of 
efficacy  data  if  needed  to  determine 
efficacy  of  a  product  if  the  Agency  has 
established  data  requirements  and  test 
protocols  for  such  a  product,  if  the  re¬ 
quired  data  are  submitted  and  if  the 
applicant  provides  a  certified  sum¬ 
mary  stating  the  product  meets  the  ef¬ 
ficacy  requirements. 

Congress,  USDA,  industry,  and  user 
groups  have  generaly  applauded  the 
concept,  but  some  States  and  other  in- 
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terested  parties  believe  it  will  signal  an 
open  season  to  fly-by-night  operators 
who  will  defraud  the  public.  Since  this 
is  a  major  deregulation  action,  EPA 
will  consider  it  an  experiment  in  social 
policy  and  EPA,  in  cooperation  with 
the  Experimental  Technology  Incen¬ 
tives  Program  of  the  National  Bureau 
of  Standards,  will  monitor  the  impacts 
of  the  efficacy  waiver  policy  to  deter¬ 
mine  if: 

*  Consumer  fraud  increases; 

*  Consumer  fraud  is  effectively  re¬ 
ported  and  ciutailed  through  existing 
market  institutions  including  State 
regulation  processes,  USDA  and  the 
Extension  Service,  farmers  associ¬ 
ations,  and  the  marketplace; 

*  Reductions  in  data  requirements 
have  any  impact  on  innovation  in  the 
pesticide  industry; 

*  Expected  Agency  resource  savings 
(because  of  reduced  data  review)  are 
realized. 

6.  Registration  under  special  circum- 
stances  (effective  immediately;  regula¬ 
tions  to  follow). 

The  Agency  believes  that  this  provi¬ 
sion  will  provide  the  greatest  relief  to 
pesticide  formulators  and  users,  and 
also  believes  it  has  a  commitment  to 
the  Congress  to  implement  this  pro¬ 
gram  immediately.  Coupled  with  new 
data  use  and  trade  secret  provisions,  it 
will  remove  the  double  standard  that 
has  existed  for  three  years  and  has 
caused  the  rejection  of  numerous  ap¬ 
plications.  EPA  is  therefore  planning 
to  issue  interim  final  regulations 
which  specify  the  basis  on  which  it 
will  grant  conditional  registrations  for 
products  identical  or  substantially  sim¬ 
ilar  to  those  already  on  the  market, 
and  for  new  uses  of  old  (already  regis¬ 
tered)  chemicals.  The  Agency’s  cur¬ 
rent  schedule  calls  for  the  regulations 
to  be  issued  by  February  1979.  Regula¬ 
tions  regarding  the  conditional  regis¬ 
tration  of  new  chemicals  will  be  pro¬ 
posed  6  to  10  months  after  the  pro¬ 
mulgation  of  interim  final  regulations 
pertaining  to  old  chemicals.  Any  appli¬ 
cation  for  a  conditional  registration  of 
a  new  chemical  will  be  handled  on  a 
case-by-case  basis  until  that  time. 

The  Agency  desires  to  reconcile  the 
need  for  public  participation  in  the 
rulemaking  process.  Thus,  in  the  Fed¬ 
eral  Register  of  July  25,  1978,  EPA 
annoimced  its  intention  to  issue  final 
regulations  governing  conditional  reg¬ 
istration  of  old  and  new  uses  of  old 
chemicals  without  first  formally  pro¬ 
posing  regulations.  This  expedited 
procedure,  authorized  by 

§  553(b)(3)(B)  of  the  Administrative 
Procedure  Act,  is  considered  necessary 
due  to  the  serious  hardship  being  ex¬ 
perienced  by  companies  in  certain  seg¬ 
ments  of  the  pesticide  producing  in¬ 
dustry  who  have  been  essentially  de¬ 
prived  of  a  mechanism  to  attain  regis¬ 
tration  since  1975.  Public  comment 


was  solicited.  EPA  held  three  days  of 
public  meetings  on  November  6,  7  and 

8,  during  which  the  public  was  invited 
to  express  views  and  ask  questions 
about  the  proposed  approach  to  condi¬ 
tional  registration.  A  di^t  of  the  regu¬ 
lations  and  preamble  has  been  sent 
out  to  all  interested  parties,  and  is 
available  upon  request  from  Bob  Rose, 
Registration  Division,  Office  of  Pesti¬ 
cide  Programs  (TS-767),  EPA.  401  M 
Street,  SW.,  Washington.  D.C.  20460. 

Section  6  of  the  new  law  also  prohib¬ 
its  the  Agency  from  Initiating  an  inter¬ 
im  administrative  review  process  (i.e.. 
a  notice  of  rebuttable  presumption 
against  registration)  unless  it  is  based 
on  “a  validated  test  or  other  signifi¬ 
cant  evidence."  The  Act  also  directs 
the  Agency  to  define  those  terms  in 
the  Federal  Register. 

The  Agency  will  shortly  publish  a 
Federal  Register  notice  in  compliance 
with  this  requirement. 

7.  Classification  prior  to  reregistra- 
Hon;  change  in  classification  from  re¬ 
stricted  use  to  general  use  (effective 
immediately;  regulations  required; 
partially  issued) 

The  new  amendments  authorize 
classification  of  pesticides  by  regula¬ 
tion.  prior  to  full  reregistration. 

The  first  23  pesticide  active  ingredi¬ 
ents  having  restricted  uses  were  classi¬ 
fied  in  this  manner  (final  regulations 
were  published  on  February  9. 1978,  in 
the  Federal  Register  (43  FR  5783)) 
and  the  Agency  published  on  January 

9,  1979,  proposed  rulemaking  in  the 
Federal  Register  to  classify  uses  of 
an  additional  14  active  ingredients. 

The  Act  now  provides  that  a  regis¬ 
trant  may  petition  the  Agency  to 
change  a  classification  from  restricted 
use  to  general  use.  The  Agency  is  di¬ 
rected  to  act  upon  such  a  petition 
within  60  days  after  receipt;  any 
denial  of  such  a  petition  by  the  Ad¬ 
ministrator  will  be  subject  to  Judicial 
review  imder  §  16  of  FIFRA.  The 
Agency  will  modify  its  current  regula¬ 
tions  to  accommodate  the  procedures 
to  be  used  in  petitioning  for  such 
change. 

8.  Priority  of  food  uses  in  reregistra¬ 
tion  (effective  immediately). 

The  new  amendments  direct  EPA  to 
reregister  food  use  pesticides  on  a  pri¬ 
ority  basis  to  the  extent  practicable. 
The  Agency’s  compliance  with  this 
provision  will  be  discussed  in  the 
forthcoming  generic  standards  notice 
which  will  explain  the  rationale  for 
and  describe  the  generic  standards  ap¬ 
proach.  The  notice  will  be  submitt^ 
to  USDA  and  the  Scientific  Advisory 
Panel  for  review  and  comment. 

9.  Certification  in  States  xoithout  ap¬ 
proved  plans  (effective  immediately; 
regulations  to  follow). 

The  new  amendments  give  the  Ad¬ 
ministrator  explicit  authority  to  certi¬ 
fy  applicators  who  intend  to  purchase 


and  use  restricted  use  pesticides  in 
States  which  do  not  have  approved 
plans.  Although  the  1972  FIFRA  was 
silent  on  the  question  of  the  conse¬ 
quences  of  a  State’s  not  having  an  ap¬ 
proved  plan  for  certification  purposes, 
EPA  believed  all  applicators  should 
have  the  opportunity  to  come  into 
compliance  with  the  statute.  E3*A  thus 
decided  to  provide  a  program  in  the 
absence  of  State  action.  Federal  pro¬ 
grams  have  been  instituted  in  the 
States  of  Nebraska  and  Colorado,  and 
the  procedures  followed  in  those 
States  were  consistent  with  the  re¬ 
quirements  of  the  new  law.  Le.,  consul¬ 
tation  with  the  Governor,  publication 
of  the  plan  in  the  Federal  Register. 
and  opportunity  for  a  hearing  in  the 
State.  ’Ilie  1978  amendments  also  pro¬ 
vide  that  EPA  may  by  regulation  re¬ 
quire  record  keeping  by  commercial 
iq>plicator8  in  those  States  in  which  a 
Federal  certification  program  is  con¬ 
ducted.  ’The  Agency  will  amend  cur¬ 
rent  regulations  as  necessary  to  ac¬ 
complish  this. 

10.  Experimental  Use  Permits  (effec¬ 
tive  immediately;  Act  requires  final 
§  5(f)  regulations). 

The  new  amendments  direct  the 
Agency  to  review  applications  for  ex¬ 
perimental  use  permits  within  120 
days,  and  to  issue  regulations  imple¬ 
menting  S  5(f)  of  the  FIFRA  authoriz¬ 
ing  States  to  issue  experimental  use 
periods  to  support  State  registrations 
under  9  24(c)  of  the  Act. 

The  Agency  will  continue  to  review 
iq)plications  for  experimental  use  per¬ 
mits  as  quickly  as  possible  and  expects 
that  such  review  will  be  completed  in 
less  than  120  das^  in  most  cases.  It 
would  be  of  great  assistance  to  EPA  if 
applicants  would  submit  applications 
at  regular  intervals  throughout  the 
year,  rather  that  inundating  the 
Agency  with  applications  shortly 
before  the  growing  season  for  which 
experimental  use  is  sought. 

Regarding  §  5(f)  regulations,  pro¬ 
posed  regulations  were  published  for 
comment  on  September  3, 1975  (40  FR 
40545).  ’The  Agency  is  plaiming  to  pub¬ 
lish  final  regulations  in  the  Federal 
Register  in  the  next  six  months. 

11.  Alternative  to  cancdlation  (ef¬ 
fective  immediately;  no  regulations  re¬ 
quired). 

’The  new  amendments  direct  the 
Agency  to  consider  restriction  of  a  pes¬ 
ticide  as  an  alternative  to  cancellation. 
One  of  the  benefits  of  the  restricted 
use/certified  applicator  program  has 
always  been  to  retain  uses  of  pesti¬ 
cides  which  would  otherwise  have  to 
be  cancelled  unless  used  by  knowledge¬ 
able  applicators.  For  example,  the 
Agency  modified  an  earlier  cancella¬ 
tion  decision  to  allow  use  of  sodium 
cyanide  in  the  M-44  device  with  addi¬ 
tional  restrictions  on  who  may  use  the 
device,  where  and  in  what  situations. 
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Likewise  when  the  Agency  suspended 
registrations  of  products  containing 
dlbromochloropropane  (DBCP).  the 
suspension  action  did  not  apply  to  cer¬ 
tain  DBCP  products  If  the  products' 
registrations  were  amended  to  restrict 
use  to  certified  applicators  and  appro¬ 
priate  labeling  changes  to  safeguard 
applicators  were  made.  The  viability 
of  this  option  will  depend  on  a  con¬ 
tinuing  applicator  certification  pro¬ 
gram  In  the  future. 

12.  Cancellation  of  conditional  regis¬ 
trations  (effective  Immediately;  regu¬ 
lations  to  follow  with  conditional  reg¬ 
istration  regulations). 

The  amendments  provide  for  an  ex¬ 
pedited  cancellation  procedure  for 
conditional  registrations  If  the  regis¬ 
trant  falls  to  meet  the  conditions  spec¬ 
ified  at  the  time  of  registration.  Any 
hearing  pursuant  to  such  a  cancella¬ 
tion  will  be  limited  to  the  Issue  of 
whether  the  condition  was  or  was  not 
met,  rather  than  a  full  rlsk/beneflt  de¬ 
termination  for  the  chemical  In  ques¬ 
tion.  Cancellation  procedures  will  be 
Included  In  the  conditional  registra¬ 
tion  regulation  package  scheduled  for 
early  1979  completion. 

13.  Establishment  registration  for 

manufacturers  of  active  ingredients 
(effective  Immediately;  amendment  of 
§  7  regulations  to  follow).  _ 

The  new  bill  amends  $  7  of  FIFRA  to 
require  manufacturers  of  any  “active 
Ingredient  used  In  producing  a  pesti¬ 
cide  subject  to  this  Act”  to  register 
their  establishments  with  EPA.  The 
Agency  will  propose  an  amendment  to 
the  S  7  regulations  regarding  this  pro¬ 
vision. 

The  amendments  also  provide  that 
the  names  of  pesticides  or  active  Ingre¬ 
dients  used  In  producing  pesticides 
produced,  sold,  or  distributed  at  an  es¬ 
tablishment  which  are  submitted  to 
EPA  In  accordance  with  §7  are  not 
confidential  under  §  10  of  the  FIFRA, 
and  are  thus  available  under  the  Free¬ 
dom  of  Information  Act. 

14.  Inspection  of  Books  and  Records 
(effective  Immediately). 

Section  14  of  the  amendments  re¬ 
quires  any  individual  conducting  an  in¬ 
spection  imder  §8  of  FIFRA  to  pres¬ 
ent  his  or  her  credentials  and  a  writ¬ 
ten  statement  as  to  the  reason  for  the 
inspection,  including  a  statement  as  to 
whether  a  violation  of  the  law  is  sus¬ 
pected,  to  the  owner,  operator,  or 
agent  in  charge  of  the  establishment. 
The  amendment  also  specifies  that  in¬ 
spections  shall  be  completed  with  rea¬ 
sonable  promptness. 

These  requirements  have  been 
spelled  out  In  the  Pesticides  Inspec¬ 
tion  Manual,  which  Is  the  procedural 
guidebook  for  EPA  inspectors.  This 
manual  Is  available  to  the  public 
through  Freedom  of  Information  Act 
Procedures.  All  pesticide  enforcement 
personnel  In  the  EPA  Regional  Offices 


were  advised  by  memorandum  of 
August  22, 1978,  that  these  procedures 
would  be  required  by  the  amendment 
to  FIFRA  S  8. 

15.  Trade  Secrets  (effective  Immedi¬ 
ately;  regulations  to  follow;  Act  re- 
qulii»  regulations  on  contractor  access 
to  trade  secret  Information). 

One  of  the  most  important  amend¬ 
ments  sought  by  the  Agency  was  a 
clarification  In  the  statute  of  what  In¬ 
formation  is  to  be  '  made  generally 
available  to  the  public,  and  what  Is  to 
be  released  only  under  specified  condi¬ 
tions. 

The  new  amendments  provide  a 
clear  and  detailed  answer  on  this 
point.  The  Agency  may  routinely  dis¬ 
close  pesticide  effects  data.  Including 
human,  animal  and  plant  hazard  eval¬ 
uation  data,  efficacy  data,  and  envi¬ 
ronmental  chemistry  data,  after  com- 
plsring  with  procediu^  to  safeguard 
data  submitters’  legitimate  rights. 
Four  categories  of  data  are  not  rou¬ 
tinely  disclosable:  (1)  Data  on  manu¬ 
facturing  and  quality  control  process¬ 
es;  (2)  data  on  methods  for  testing,  de¬ 
tecting,  or  measuring  deliberately 
added  Inert  Ingredients;  (3)  data  on 
the  identity  or  percentage  quantity  of 
deliberately  added  Inerts;  and  (4)  data 
on  production,  distribution,  sale  and 
Inventories  of  pesticides.  However,  the 
Federal  Pesticide  Act  provides  that 
these  data  may  be  released  under  cir¬ 
cumstances  in  which  disclosure  is  nec¬ 
essary  to  protect  health  or  the  envi¬ 
ronment.  Procedures  for  such  release 
will  be  covered  In  regulations  which 
the  Agency  will  be  proposing  govern¬ 
ing  the  confidentiality  of  buriness  In¬ 
formation. 

The  Agency  may  disclose  data  enti¬ 
tled  to  confidential  treatment  to  any 
contractor  with  the  Federal  govern¬ 
ment  who  Is  performing  work  required 
by  the  FIFRA.  Such  disclosure  will  be 
made  only  when  requfred  so  the  con¬ 
tractor  can  successfully  complete  his 
work  for  the  government.  However, 
contractors  (and  their  employees)  are 
required  to  keep  such  data  In  confi¬ 
dence  and  are  subject  to  penalties  of 
up  to  $10,000  or  one  year  Imprison¬ 
ment  for  willful  or  knowing  disclosure 
of  any  confidential  Information.  In  ad¬ 
dition.  the  Agency  will  be  proposing 
regulations  specifically  required  by 
the  new  amendments  to  prescribe  the 
proper  security  precautions  a  contrac¬ 
tor  must  take  In  order  to  ensure  confi¬ 
dential  treatment  of  data  which  are 
trade  secrets. 

In  addition,  the  new  amendments 
prohibit  the  Agency  from  knowingly 
disclosing  any  data  submitted  by  an 
applicant  or  registrant  to  foreign  or 
multinational  pesticide  producers  or 
pesticide  exporters  without  consent  of 
the  data  owner  (except,  as,  explained 
earlier,  if  the  chemical  In  question  is 
imdergoing  an  intensive  public 


review).  The  Agency  will  be  developing 
procedures  for  data  release,  including 
a  statement  from  the  party  seeking 
access  to  the  data  that  he  or  she  does 
not  Intend  and  will  not  purposefully  or 
negligently  deliver  such  data  to  for¬ 
eign  or  multinational  pesticide  produc¬ 
ers. 

As  noted,  the  Agency  plans  to 
amend  existing  regulations  governing 
confidentiality  of  business  information 
to  reflect  the  changes  of  FIFRA  §  10. 
However,  because  the  provisions  of  the 
Federal  Pesticide  Act  are  effective  Im¬ 
mediately  and  because  the  amendment 
of  the  existing  regulations  will  take 
some  time  in  order  to  afford  appropri¬ 
ate  opportunity  for  review  and  com¬ 
ment.  the  Agency  published  a  Federai. 
Register  notice  on  December  19, 1978, 
detailing  Interim  procediu*es. 

16.  Sale  of  restricted  pesticides  to  an 
uncertified  applicator  (effective  upon 
promulgation  of  regulations;  regula¬ 
tions  to  be  amended). 

The  Federal  Pesticide  Act  of  1978 
amends  §  12(aK2)(F)  of  FIFRA  so  that 
it  shaU  not  be  unlawful  for  an  individ¬ 
ual  to  sell  a  restricted  use  pesticide  to 
an  tmcertlfled  applicator  for  applica¬ 
tion  by  a  certified  applicator  as  au¬ 
thorized  in  regulations  promulgated 
by  EPA.  This  provision  was  added  to 
the  law  to  allow  uncertified  farmers  to 
continue  the  traditional  practice  of 
purchasing  pesticides  (some  of  which 
will  be  restricted)  in  advance  of  actual¬ 
ly  contracting  with  an  applicator  to 
apply  the  products.  Often  this  practice 
results  in  substantial  economic  savings 
to  farmers. 

Conditions  under  which  this  practice 
may  be  continued  are  described  in  the 
Preamble  to  the  classification  regula¬ 
tions  (43  PR  5783,  February  9,  1978). 
The  procedures  outlined  in  that  pre¬ 
amble  will  remain  in  effect  until  regu¬ 
lations  amending  the  FIFRA  §  4  regu¬ 
lations  (40  CJPR  Part  171)  are  promul¬ 
gated. 

17.  Penalty  provisions  (effective  im¬ 
mediately). 

Several  sections  of  the  Federal  Pesti¬ 
cide  Act  of  1978  affect  “for  hire”  ap¬ 
plicators,  notably  the  definitions  sec¬ 
tion  (§1)  and  the  penalty  provisions 
(§  17). 

The  new  legislation  specifies  that 
“any  applicator  who  holds  or  applies 
register^  pesticides,  or  use  dilutions 
of  registered  pesticides  consistent  with 
section  2(ee)  of  this  Act.  only  to  pro¬ 
vide  a  service  of  controlling  pests  with¬ 
out  delivering  any  unapplied  pesticide 
to  any  person  so  served  is  not  deemed 
to  be  a  seller  or  distributor  of  pesti¬ 
cides  under  this  Act.”  For  purposes  of 
brevity  these  applicators  referred  to 
above  who  provide  a  service  of  control¬ 
ling  pests,  where  that  service  is  in 
whole  or  in  part  their  occupation, 
shall  henceforth  be  referred  to  as  “for 
hire”  applicators.  Previously,  it  had 
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been  EPA’s  position  that  “for  hire” 
applicators  “distributed”  pesticides  as 
a  part  of  their  service  when  they  ap¬ 
plied  them  (policy  memorandum  of 
March  25.  1976).  As  distributors,  these 
applicators  were  held  to  a  higher 
standard  under  the  law  than  other 
users.  For  example,  their  place  of  busi¬ 
ness  and  their  books  and  records  were 
subject  to  administrative  inspection 
and  they  were  liable  for  higher  penal¬ 
ties  for  misuse  of  pesticides. 

The  new  Act  treats  these  applicators 
somewhat  differently.  “For  hire”  ap¬ 
plicators  are  no  longer  to  be  consid¬ 
ered  sellers  or  distributors  except  in 
certain  circumstances  (for  example,  if 
they  hold  or  apply  an  unregistered 
pesticide,  or  they  deliver  any  unap¬ 
plied  pesticide  to  the  customer).  In  sit¬ 
uations  such  as  these,  the  applicator 
would  be  considered  a  seller  or  distrib- 
utor  for  any  violation  of  FIFRA,  and 
subject  to  the  higher  penalties  set 
forth  in  §  14(aKl)  and  §  14(b)(1). 

Section  1  of  the  new  amendments 
also  changes  the  definition  of  the  term 
“Commercial  Applicator”  in  section 
2(eK3)  of  the  FIFRA.  Previously,  the 
term  “commercial  applicator”  meant 
“a  certified  applicator  who  uses  or  su¬ 
pervises  the  use  of  any  pesticide  which 
is  classified  for  restricted  use  for  any 
purpose  or  on  any  property  other  than 
[as  a  private  applicator]”  (emphasis 
added).  The  new  Act  reads,  “The  term 
‘commercial  applicator’  means  an  ap¬ 
plicator  •  •  •  who  uses  or  supervises 
*  *  *.”  (emphasis  added).  In  other 
words,  a  commercial  applicator  is  no 
longer  defined  as  being  a  certified  ap¬ 
plicator.  Thus,  any  applicator  (except 
a  certified  private  applicator)  who  uses 
or  supervises  the  use  of  a  restricted 
use  pesticide,  whether  or  not  that  ap¬ 
plicator  is  certified,  is  a  commercial 
applicator  subject  to  the  higher  penal¬ 
ties  under  S14(aKl)  and  S14(bKl)  of 
the  Act. 

Section  1  of  the  new  amendments 
also  specifies  that  an  individual  who 
dilutes  a  formulated  pesticide  for  his 
own  use  in  accordance  with  the  label 
directions  cannot  be  considered  a  “pro¬ 
ducer”  under  the  Act. 

Section  17  of  the  new  amendments 
revises  §14(a)  of  the  FIFRA  regarding 
civil  penalties  for  violations  of  the  Act. 
The  new  amendments,  unlike  the  1972 
FIFRA,  differentiate  between  restrict¬ 
ed  use  and  general  use  pesticides  in 
terms  of  the  maximiun  fine  that  a  “for 
hire”  applicator  can  incur.  Any  “for 
hire”  applicator  who  violates  any  pro¬ 
vision  of  FIFRA  while  holding  or  ap¬ 
plying  a  registered  general  use  or  un¬ 
classified  pesticide  is  liable  for  a  maxi¬ 
mum  fine  of  $500  for  the  first  offense 
and  $1000  for  subsequent  offenses;  the 
maximum  fine  for  a  violation  which 
occurs  with  a  restricted  use  pesticide  is 
$5,000.  Previously,  the  Agency  had 
considered  “for  hire”  applicators  sub- 


NOTICES 

Ject  to  a  maximum  penalty  of  $5,000 
whether  they  were  using  general  or  re¬ 
stricted  pesticides. 

The  new  law  also  recasts  a  provision 
of  the  1972  Act  which  directs  the 
Agency  to  consider  the  size  of  the 
business  of  the  person  charged  with 
the  violation,  the  effect  on  the  per¬ 
son’s  ability  to  continue  in  business 
and  the  gravity  of  the  violation  in  de¬ 
termining  the  size  of  a  civil  penalty. 
’The  Agency  has  the  discretion  to  issue 
a  warning  in  lieu  of  assessing  a  civil 
penalty  in  situations  where  a  violation 
occurred  “despite  the  exercise  of  due 
care  or  did  not  cause  significant  harm 
to  health  or  the  environment.”  This 
amendment,  directed  principally  at 
misuse  violations  governed  by 
S12(aK2KO),  will  be  taken  into  ac- 
coimt  when  determining  whether  to 
take  action  under  $14  (civil  penalties) 
or  S  9(cK3)  (minor  warnings  for  use  of 
a  pesticide  in  a  manner  inconsistent 
with  labeling).  ’The  agency  plans  to 
publish  a  new  chart  providing  guid¬ 
ance  on  assessing  civil  penalties  in  the 
Federal  Register  which  will  take  the 
legislative  changes  into  account. 

18.  Pesticides  and  devices  intended 
for  export  (effective  within  180  days 
after  enactment;  regulations  required). 

Exporters  of  pesticides  will  be  sig¬ 
nificantly  affected  by  the  new  legisla¬ 
tion.  Under  the  1972  FIFRA,  an  ex¬ 
porter  did  not  have  to  meet  any  label¬ 
ing  or  packaging  requirements  other 
than  those  specified  by  the  foreign 
purchaser.  The  new  amendments, 
however,  specify  that  a  pesticide  in¬ 
tended  for  export  will  be  misbranded 
if  it  does  not  conform  to  several  provi¬ 
sions  of  §2  of  FIFRA.  meaning  that 
exporters  have  to  conform  to  certain 
U.S.  labeling  requirements  for  the 
first  time.  The  new  amendments  also 
specify  that  exporters  are  subject  to 
S  7,  establishment  registration,  as  well 
as  S  8,  books  and  records,  of  the  Act. 

In  addition,  labels  of  pesticides 
which  are  not  registered  in  the.  UJ3. 
and  which  are  intended  for  export 
must  bear  the  following  statement; 
“Not  Registered  for  Use  in  the  United 
States  of  America.”  The  foreign  pur¬ 
chaser  must  sign  a  statement  acknowl¬ 
edging  that  he  understands  that  such 
pesticides  are  not  registered  for  use  in 
the  U.S.  and  cannot  be  sold  in  the  U.S. 
under  FIFRA.  A  copy  of  the  statement 
must  be  transmitted  to  an  appropriate 
official  of  the  government  of  the  im¬ 
porting  coimtry. 

The  amendment  also  directs  EPA  to 
provide  foreign  nations  with  informa¬ 
tion  on  alternatives  to  cancelled  pesti¬ 
cides  upon  request.  This  provision  aug¬ 
ments  the  current  requirement  that 
EPA  notify  foreign  governments,  via 
the  State  Department,  of  all  signifi¬ 
cant  pesticide  cancellation  actions. 

The  provisions  of  modifsring  section 
17  of  FIFRA  regarding  labeling  for  ex¬ 


ports,  and  related  §7  and  $8  require¬ 
ments,  become  effective  180  days  after 
enactment  (March  29.  1979).  EPA  will, 
within  that  time,  notify  pesticide  reg¬ 
istrants  and  export  firms  of  the  new 
requirements  through  the  Federal 
Register.  The  Agency  plans  to  amend 
to  S  8  regulations  to  accommodate  the 
additional  recordkeeping  to  which  ex¬ 
porters  will  be  subjected  and  to  devel¬ 
op  procedures  for  transmittal  of  the 
acknowledgement  statements. 

19.  Disposal  (effective  immediately). 

The  new  amendments  direct  EPA  to 

provide  information  on  pesticide  dis¬ 
posal  when  action  is  taken  to  finally 
cancel  a  pesticide.  ’The  Agency  will  do 
so  as  cancellations  occur  in  the  future. 
A  directive  to  Agency  employees  will 
be  included  in  internal  procedural 

mRniiRla. 

20.  IPM  dk  Monitoring  (effective  im¬ 
mediately). 

In  accordance  with  the  new  amend¬ 
ments,  EPA  will  continue  to  coordi¬ 
nate  programs  in  integrated  pest  man¬ 
agement  (IPM)  with  the  U.S.  Depart¬ 
ment  of  Agriculture.  The  Conference 
Committee’s  directives  on  monitoring 
humans  and  environmental  media  for 
pesticide  exposure  will  be  accommo¬ 
dated  in  the  National  Monitoring  Plan 
already  being  developed  under  §20  of 
the  1972  FIFRA. 

21.  State  Cooperation,  Aid,  and 
Training  (effective  FY  1980;  EPA  gen¬ 
eral  grant  regulations  to  follow). 

Section  21  of  the  new  bill  provides 
that  EPA  may  enter  into  cooperative 
agreements  with  States  and  Indian 
tribes  to  assist  in  enforcement  of  the 
Act,  and  to  assist  in  developing  and  ad¬ 
ministering  State  and  Indian  programs 
to  train  and  certify  applicators. 

’The  legislation  also  authorizes  to  be 
appropriated  such  funds  as  necessary 
for  EPA  to  provide  through  coopera¬ 
tive  agreements  an  amount  equal  to  50 
percent  of  the  anticipated  costs  to 
each  State  and  Indian  tribe.  If  funds 
sufficient  to  pay  50  percent  are  not  ap¬ 
propriated.  each  State’s  and  tribe’s 
share  shall  be  reduced  in  a  like  propor¬ 
tion. 

EPA  is  planning  to  propose  regula¬ 
tions  in  the  next  6  months  governing 
general  grant  procedures  for  enforce¬ 
ment  and  certification  and  training 
purposes.  Development  of  proposed 
regulations  was  nearing  completion 
when  the  law  was  amended,  and  draft 
regulations  are  now  being  revised  ac¬ 
cordingly.  In  addition,  the  Agency  will 
be  working  closely  with  the  States  and 
Indian  tribes  in  deciding  what  costs 
should  be  included  in  the  50/50  shar¬ 
ing  plan.  EPA  will  ask  each  State  what 
proportion  of  Federal  funding  sup¬ 
ports  their  certification  programs, 
since  estimates  were  available  only  on 
National  totals  rather  than  a  State  by 
State  basis  at  the  time  the  Conferees 
considered  the  funding  amendment. 
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The  Agency  will  report  its  findings  to 
the  States  and  to  the  House  and 
Senate  agriculture  conunittees  before 
the  appropriations  hearings  next 
spring. 

This  amendment  is  an  authorization 
but  not  a  guarantee  of  appropriations. 
Funds  for  each  year  will  still  need  to 
be  Justified  and  appropriated  through 
the  normal  budget  process. 

22.  State  Registration  for  Special 
Local  Needs  (certain  portions  effective 
immediately;  remainder  upon  issuance 
of  regulations). 

The  new  legislation  amends  §24(c)  of 
FIFRA  to  provide  the  States  with 
greater  flexibility  and  independence  in 
issuing  registrations  for  “special  local 
needs.”  There  are  certain  changes  in 
FIFRA  §24(c)  which  are  effective  im¬ 
mediately  upon  enactment  of  the  Fed¬ 
eral  Pesticide  Law  of  1978.  Most  nota¬ 
ble  of  these  are: 

*  States  no  longer  need  to  submit  a 
program  for  EPA  approval  in  order  to 
obtain  permission  to  issue  local  needs 
registrations; 

*  EPA  cannot  disapprove  a  State  reg¬ 
istration  on  the  basis  of  lack  of  essen¬ 
tiality  of  a  pesticide  or  if  its  composi¬ 
tion  and  use  patterns  are  similar  to 
those  of  a  Federally  registered  pesti¬ 
cide  (unless  such  use  has  been  previ¬ 
ously  denied,  disapproved,  or  cancelled 
by  the  Administer.)  EPA  can.  however, 
disapprove  State  registrations  within  a 
90-day  period  if  the  use  pattern  or 
composition  is  dissimilar  to  a  Federal¬ 
ly  registered  product  (and  if  EPA  de¬ 
termines  that  such  a  registration 
would  be  harmful  to  health  or  the  en¬ 
vironment.)  EPA  can  immediately  dis¬ 
approve  registrations  for  use  of  a  pes¬ 
ticide  on  a  food  crop  for  which  there  is 
no  established  tolerance  under  the 
FFDCA,  or  if  the  State  registration 
constitutes  an  imminent  hazard. 

*EPA  must  notify  States  if  it  in¬ 
tends  to  disapprove  a  State  registra¬ 
tion  and  provide  time  for  the  State  to 
respond. 

*  States  nay  register  uses  not  consid¬ 
ered,  or  considered  and  approved,  by 
EPA  in  disapproving,  cancelling,  or 
denying  registration  of  other  uses  of 
such  products.  Products  containing  an 
ingredient  subject  to  an  intensive 
review  of  risks  and  benefits  (i.e.,  rebut¬ 
table  presumption  against  registra¬ 
tion)  are  also  eligible  for  State  regis¬ 
trations  if  otherwise  acceptable  under 
the  new  amendment. 

Because  of  these  changes,  and  the 
obvious  need  for  cooperative  guide¬ 
lines,  the  Agency  in  consultation  with 
the  States  has  prepared  a  policy 
memorandum  which  addresses  the 
transition  period  between  enactment 
of  the  new  amendments  and  develop¬ 
ment  of  new  §24(c)  regulations.  This 
document  is  now  available  to  the 
public.  Copies  may  be  obtained  by 
writing  to  Mr.  Ralph  Colleli,  Oper¬ 


ations  Division.  Office  of  Pesticide 
Programs  (TS-770),  EPA,  401  M 
Street,  SW..  Washini^n,  D.C.  20460. 

Because  the  new  amendments  have 
significantly  affected  the  State  regis¬ 
tration  provisions  of  the  law,  the 
Agency  intends  to  repropose  $24(0 
regulations  in  the  Federal  Register. 
EPA  will  work  closely  with  the  States 
through  the  State  FIFRA  Issues  Re¬ 
search  and  Evaluation  Group  in  the 
development  of  these  regulations. 

23.  Agricultural  vs.  non-agricultural 
uses,  agricultural  impact  statements. 
Scientific  Advisory  Panel  (effective 
immediately.) 

Section  23  of  the  new  amendments 
directs  EPA  to  consider  the  differ¬ 
ences  in  environmental  risk  and  the 
appropriate  data  for  evaluating  such 
risk  between  agricultural  and  non-agri- 
cultural  pesticides.  This  amendment 
was  developed  primarily  in  response  to 
complaints  by  registrants  of  house¬ 
hold  products  that  EPA  does  not  prop¬ 
erly  distinguish  between  the  potential 
risks  their  pesticides  may  pose  as  com¬ 
pared  to  pesticides  used  on  crops. 

EPA  has  considered  the  differences 
in  risk  potential  of  various  product 
types  in  establishing  data  require¬ 
ments.  The  amendment  ensures  that 
the  Agency  will  continue  to  do  so  in 
the  future. 

In  a  effort  to  clarify  how  the  Agency 
in  its  regulations  distinguishes  be¬ 
tween  crop  uses  and  households  uses 
of  pesticides  regarding  data  require¬ 
ments  and  hazard  evalution.  EPA  will 
publish  a  descriptive  paper  as  a  Pesti¬ 
cide  Regulation  notice  in  Spring  1979. 

Section  23  of  the  new  legislation  also 
directs  EPA  to  analyze  the  impact  of 
regulations  promulgated  under  FIFRA 
on  the  agricultural  economy,  and  to 
publish  that  analysis  in  the  Federal 
Register.  The  Agency  will  comply 
with  this  requirement  during  the  rule- 
making  process.  The  Agency  has  pub¬ 
lished  on  July  11.  1978  (43  FR  29891), 
a  proposed  plan  for  improving  envi¬ 
ronmental  regulations  which  require 
the  Agency  to  analyze  all  routine  regu¬ 
lations  for  “insights  into  the  potential 
effects  on  the  economy  and  on  those 
who  are  subject  to  the  regulation.” 
Factors  to  be  taken  into  consideration 
in  these  economic  analyses  are  de¬ 
scribed  in  that  notice. 

Regarding  the  Scientific  Advisory 
Panel,  the  new  legislation  extends  the 
termination  date  of  the  Panel  to  Sep¬ 
tember  30,  1981.  It  also  directs  the 
Panel  to  consult  and  coordinate  its  ac¬ 
tivities  with  the  Science  Advisory 
Board.  In  addition.  §23  of  the  new  bill 
directs  the  EPA  Administrator  to  “so¬ 
licit  from  the  advisory  panel  com¬ 
ments,  evaluations,  and  recommenda¬ 
tions  for  operating  guidelines  to  im¬ 
prove  the  effectiveness  and  quality  of 
scientific  analyses  made  by  personnel 
of  the  Environmental  Protection 


Agency  •  •  •”  We  intend  to  present 
questions  of  scientific  policy  to  the 
Panel  as  they  arise  in  the  future. 

24.  State  Enforcement,  Pest  List, 
Annual  .Report  (effective  as  described 
below). 

The  Federal  Pesticide  Act  of  1978 
adds  two  new  sections  to  FIFRA  (Sec¬ 
tions  26  and  27)  which  outline  condi¬ 
tions  under  which  a  State  will  be 
judged  to  have  primary  authority  to 
enforce  FIFRA’s  prohibitions  on  the 
misuse  of  pesticides  and  the  conditions 
under  which  EPA  can  exercise  such 
enforcement  responsibilites. 

A  State  has  primary  use  enforce¬ 
ment  authority  if  EPA  determines 
that  it  has  adequate  use  laws  and  reg¬ 
ulations.  has  adequate  procedures  for 
the  enforcement  or  those  laws  and 
regulations,  and  will  keep  records  and 
make  reports  as  the  Administrator 
may  require  by  regulation.  The  new 
law  further  provides  that  any  State 
which  has  a  cooperative  enforcement 
agreement  with  EPA  “automatically” 
has  primary  use  enforcement  authori¬ 
ty.  It  also  directs  EPA  to  review  State 
plans  submitted  in  accordance  with  §4 
of  FIFRA  within  six  months  of  the  en¬ 
actment  of  the  amendments  to  deter¬ 
mine  if  the  laws  and  regulations  in 
those  States  meet  the  criteria  to  grant 
them  the  responsibilty  for  primary  use 
enforcement. 

Those  States  that  currently  have 
Cooperative  Enforcement  Agreements 
with  EPA,  and  thus  have  “automatic” 
primary  use  enforcement  responsibil¬ 
ities,  are: 

Arizona*  Nevada 

Arkansas  New  Hampshire 

California  New  Jersey 

Connecticut  New  Mexico 

Delaware  New  York 

District  of  Columbia  North  Carolina 
Guam  Oklahoma 

Hawaii  Oregon 

Idaho  Pennsylvania 

Indiana  Puerto  Rico 

Iowa  South  Dakota 

Kansas  Tennessee 

Kentucky  Texas 

Louisiana  Vermont 

Maryland  Virginia 

Michigan  Virgin  Islands 

Mississippi  Washington 

Montana  West  Virginia 

*EPA  has  a  cooperative  enforcement 
agreement  with  the  State’s  Structural  Pest 
Control  Board  only.  Primary  use  enforce¬ 
ment  responsibility  has  therefore  been  dele¬ 
gated  only  for  the  structural  pest  control 
area.  Primary  iise  enforcement  responsibili¬ 
ty  in  the  agricultural  area  is  retained  by 
EPA. 

Those  States  with  no  cooperative  en¬ 
forcement  agreement  and  which 
therefore  do  not  have  automatic  pri¬ 
mary  use  enforcement  responsibility 
are: 


federal  register,  VOL  44,  NO.  14— FRIDAY,  JANUARY  19,  1979 


4360 

AlatMLma** 

Nebraska 

Alaska** 

North  Dakota** 

Arizona** 

Ohio** 

Colorado 

Rhode  Island** 

Florida** 

Samoa 

Oeorgia 

South  Carolina** 

Illinois 

Trust  Territories 

Maine** 

Utah** 

Massachusetts 

Wisconsin** 

Minnesota** 

Wyoming** 

Missouri** 

**  States  with  fully  approved  9  4  plans. 

The  Agency  will  examine  the  §4 
State  plans  for  the  States  with  fully 
approved  plans  to  determine  whether 
their  enforcement  authorities  are  ap¬ 
propriate  to  qualify  them  for  primary 
use  enforcement  authority.  Failure  to 
review  such  plans  within  six  months 
will  result  in  automatic  State  primary 
use  authority  for  the  the  unreviewed 
States. 

For  those  States  without  either  a  co¬ 
operative  enforcement  agreement  or 
fully  approved  §  4  plan,  no  primary  use 
enforcement  responsibility  will  be  con¬ 
ferred  until  such  time  as  (a)  the 
State’s  §4  plan  is  given  full  approval 
by  EPA  and  its  enforcement  authori¬ 
ties  have  been  reviewed  for  adequacy, 
or  (b)  the  State  applies  for  review  of 
its  enforcement  authorities  and  EPA 
finds  they  are  consistent  with  FIFRA 
§  26(a). 

In  addition,  the  Agency  plans  to  pro¬ 
pose  regulations  to  implement  the  sus¬ 
pension  provisions  of  the  new  $  27  con¬ 
cerning  a  State’s  failure  to  carry  out 
its  primary  use  enforcement  responsi¬ 
bilities.  These  regulations  will  address 
the  procedures  for  referral  of  com¬ 
plaints  to  States,  define  "appropriate 
enforcement  action’’  and  "significant 
violation  of  the  pesticide  use  provi¬ 
sions’’  of  the  Act  describe  when  an 
"emergency  condition’’  exists,  and  out¬ 
line  procedures  for  rescinding  primary 
use  enforcement  responsibility  as  ap¬ 
propriate.  These  proposed  regulations 
will  be  developed  with  cooperation 
from  the  States  and  other  interested 
groups. 

Regarding  the  provision  of  §  4  of  the 
Federal  Pesticide  Act  of  1978  directing 
the  EPA  Administrator  to  identify  ag¬ 
ricultural  pests  in  coordination  with 
the  Secretary  of  Agriculture,  the 
Agency  plans  to  solicit  the  assistance 
of  USDA  in  this  endeavor.  EPA  antici¬ 
pates  that  a  list  can  be  developed  in  12 
months. 

The  new  Act  also  directs  the  Agency 
to  submit  an  annual  report  to  Con¬ 
gress  before  February  16  of  each  year 
beginning  in  1979  describing  the  condi¬ 
tional  registrations  issued  for  the  pre¬ 
vious  year.  The  Agency  will  comply 
with  this  requirement  as  specified  in 
the  legislation. 

25.  Studies 

Section  27  of  the  Federal  Pesticide 
Act  of  1978  directs  the  Agency  to  con¬ 
duct  three  studies; 


NOTICES 

(a)  Feasibility  of  charging  fees  for 
Federal  registration  of  pesticide  prod¬ 
ucts.  in  order  to  reduce  taxpayer  ex¬ 
pense.  Statutory  deadline:  nine 
months  after  enactment. 

(b)  Review  of  all  available  scientific 
information  dealing  with  methods  of 
pesticide  application,  particularly 
ultra-low-voliune  application.  Statu¬ 
tory  deadline:  Six  months  after  enact¬ 
ment. 

EPA  plans  to  work  with  the  States, 
USDA,  and  concerned  private  industry 
and  environmental  groups  and  user 
groups  on  this  study.  EPA  has  pub¬ 
lished  (43  FR  54697)  a  Federal  Regis¬ 
ter  notice  soliciting  comment  on  the 
issues  believed  by  the  Agency  to  be 
the  most  important  to  resolution  of 
the  safety  questions  surroimding 
ultra-low-volume  application.  The 
study  to  Congress  will  be  followed  by  a 
regulation  or  advisory  opinion  by 


March  31.  1979.  If  the  Agency  fails  to 
issue  any  regulation  or  advisory  opin¬ 
ion  by  that  date,  ultra-low-volume  ap¬ 
plication  becomes  "consistent"  with 
the  label  as  defined  in  FIFRA  S  2. 

(c)  An  updated  review  of  the  prob¬ 
lems  of  minor  uses.  The  Agency  will 
coordinate  with  the  States,  the  experi¬ 
ment  stations,  IR-4.  and  other  inter¬ 
ested  parties  in  re-examining  the 
minor  use  area.  Statutory  deadline: 
nine  months  after  enactment. 

Summary 

The  following  regulations  will  be  de¬ 
veloped  by  the  Agency  imder  the  Fed¬ 
eral  Pesticide  Act  of  1978.  Generally 
speaking,  the  Agency  anticipates  pro¬ 
posing  new  regulations  where  appro¬ 
priate  within  the  next  9-12  months. 
Better  estimates  will  be  provided  in 
Advance  Notices  of  Proposed  Rule- 
making  as  developed. 


Amend  f  of  FIFRA 


Per  I  of  FPA  Purpose  and  Timlns 


24(0 . 

3(CK1KD) . 

3  (addition  to) . 

3  (addition  to) . 

3  (addition  to) . 

26  <fc  27  (new) . 

10 . 

3(d) . . . 

4  . . 

5(f) . . . . 

7  . _ 

4 . 

8  . . . . 

2 . 


22  Repropoae  State  special  local  needs 
registration  regulations. 

2  Final  regulations  on  compensation 
(by  February  1079). 

0  Interim  final  conditional  regulations 
(by  February  1970). 

4  Simplified  registration:  line  between 

data  requirements  for  registration 
of  technical  materials  St  formula¬ 
tions  (by  February  1970). 

5  Condition  of  efficacy  waiver,  condi¬ 

tional  registration  regulations. 

24  Proposed  primary  use  enforcement 

regulations. 

15  Proposed  regulations  on  disclosure  of 

information  to  the  public  and  to 
contractors. 

7  Procedui«I  regulations  have  been 

issued  (FR  February  1078);  addi¬ 
tional  pesticides  proposed  (FR  Jan¬ 
uary  1979). 

9  Proposed  regulations  for  record  keep¬ 
ing  for  dealers  in  States  without  ap¬ 
proved  plans. 

10  Final  regulations  for  state  experimen¬ 
tal  use  permit  authority. 

13  Proposed  amendment  to  regulations 
to  add  producers  of  active  ingredi¬ 
ents. 

16  Proposed  amendment  to  allow  sale  to 

uncertified  applicators. 

18  Proposed  amendment  to  include  ex¬ 
porters. 

1  Propose  regulation  regarding  proce¬ 
dures  for  finding  uses  “consistent.” 


The  following  additional  policy  statements.  Federal  Register  notices.  Pesti¬ 
cide  Registration  notices,  or  other  public  documents  will  be  prepared. 


S  of  FIFRA 

2 . 

17 . 

2 . 


3 


S  of  FPA  Purpose  and  Timing 

1  Rescind  PEPS  (Pesticide  Enforce¬ 
ment  Policy  Statement);  FR  notice 
by  Spring  1979. 

18  FR  notice  describing  new  export  re¬ 
quirements  by  March  29. 1979. 

1,  27  FR  notice  published  asking  for  public 
comment  on  ULV  (Ultra  Low 
Volume);  comment  period  closed 
December  22.  1978. 

Study  on  advisability  of  ULV  (Ultra 
Low  Volume)  by  March  31, 1979. 

Regulation  or  advisory  opinion  by 
March  31, 1979. 

4  FR  notice  describing  generic  stand¬ 
ards  plans  In  February  1979. 

27  Minor  use  policy  statement  by  Janu¬ 
ary  1979;  Minor  use  study  to  Con¬ 
gress  by  June  30,  1979.  Guidelines 
and/or  registration  regulations  as 
needed  by  September  1979. 
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}  of  PIPRA  *  S  of  PPA  Purpose  and  Timing 


3 . . . . .  6  FR  notice  defining  "validated  test" 

and  "other  significant  evidence"  in 
February  1979. 

10 . . .  IS  FR  notice  regarding  trade  secret 

'  policy  published  December  19.  1978. 

14 . . . . . .  17  New  civil  penalty  schedule  in  FR  by 

Spring  1979. 

24<c) . . . . . . . . . . . .  22  Notice  detailing  transition  policy  al¬ 

ready  Issued. 

25  . . . . .  23  PR  (Pesticide  Regulation)  notice— ag¬ 

ricultural  vs.  nonagiicultural  by 
Spring  1979. 

26  . .  24  Publish  names  of  States  which  have 

automatic  authority /which  S  4  plans 
OK  by  March  29, 1979. 

29  (new) . . . .  24  Annual  conditional  registration 

report  beginning  February  IS.  1979. 
27  Study  to  Congress  on  feasibility  of 
registration  fees  by  June  30, 1979. 

28  (new) . . .  24  Pest  list  by  October  1.  1979.  Will  be 

published  for  public  comment. 


Dated:  December  18, 1978. 

Steven  D.  Jellinek, 
Assistant  Administrator  for 
Toxic  Substance. 

Dated:  January  10, 1979. 


Marvin  B.  Durning, 
Assistant  Administrator 
for  Enforcement 
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